TITLE: STERILE COMPOUNDING PERSONNEL QUALIFICATION , 

SOP NUMBER: 2.030 _ VERSION: 3.0 



MEDIA FILL VALIDATION of STERILE COMPOUNDING 

Attachment 1 



narp- 

Operator: CK V T 

V 

U3IS. U cS cS / vJ 

Control (A) 3 DAY (£) - 

Control (B) 7 DAY 0 - 

7 

Control (C) 14 DAY (+) - 

Sample 1 +/£j) 

Sample 1 +/0 

Sample 1 + /(Q 

Sample 2 + /(£) 

Sample 2 + /0 

Sample 2 + /0 

Sample 3 + /0 

Sample 3 + /0 

Sample 3 + /0 


NUMBER OF UNITS 

1 ft 3 

IS” S<o.m£>l_L_£ 

TYPE OF CONTAINER 

MlArL 

\ 

SIZE 

lAwvl ' 

FILL VOLUME 


■ 

SOYBEAN CASEIN 

0. t fpAC 

cn-c>/-/x 

TSB AGAR PLATE 

%'S 1 /ah 

on-o y-m 

Touch Plate (1) + Control 

Touch Plate (2) - Control 

tp Pass □ Fail * 

^ Pass Q Fail * 

Touch Plate (3) Pass □ Fail * 

Touch Plate (4) ^pPass □ Fail * 

Media Fill: 

Sjpass D Fail 

*CFU (acceptable) = 1 








\ 


FOIA Confidential 


NECC USMA001 094677 



Cogged Formula Worksheet (standard) 

2/19/2010 1:34:17 PM 
Page 1 


LG125493 


III 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph. 800-994-6&2 




FILL (PERSONAL) 3% INJ. 


Flavor: 

bscription: PRESERVATIVE -FREE INTRATHECAL REFILL 

Quantity made: 100 ML Batch yield: 

Qty remaining: 

Date made: 2/19/2010 
Lot number: 02192010@29 

Beyond use date: March 21 , 201 0 1 PM 

30 days after compounding date 

Pharmacist: BJC 

Technician: <NONE> 

NDC1: 63370-0950-35 
Packaging: 

Equipment: 


100.000 


Schedule: 2 

PCCA ID: 
Route of admin: 


Active 0 
Formula ID: 5367 
Log ID: 125493 


1 Pricina calculations from the log 

Estimated price 

$915.78 as of 

Ingredient cost 

$0.00 

Device cost 

$0.00 

Time cost 

$ 22.50 Time to make: 30 1 

Profit 

$893.28 


Labeling: 
Stability information: 

Chemicals 


Sett Quantity used QS [ Balance ) Actual cost & date 


ty, SOYABEAN CASEIN DIGEST MEDIUM POWDER 
P Lot #: C14-S896 Mfg: PCCA 


Volume: 


Balance: 


3 GMS 

Exp. date: 7/1 £QJjGU 

Potency: QS amount: 

NDC: 


□ 


Whlsr: 


$ 0.00 

PROFESSIONAL COMPOUN 


Each ML contains 0.03 GMS or 3% 
ChemlnviD: 0 

$200.00 06/17/2005 


V 


WATER FOR INJECTION INJ 
Lot#:39mee- 

nce: 


0 


' 100 ML 

Mfg: BRAUN Exp. date: 

Volume: Potency: QS amount: <2^3 

NDC: 


Whlsr: BRAUN 


Each ML contains 1 ML or 100% 

ChemlnviD: 300 

$ 200.00 


(Added all GM & GMS: 3.00) 


Log Instructions & Notes 

ally made as: 100 MEDIA FILL (PERSONAL) 3% INJ. 

Iculated lot number: 021 9201 0@29 Beyond use date: 3/21/2010 

IULA INSTRUCTIONS: 


1) 10 ML VIAL LOT#. 

2) STOPPERS LOT# 

3) FILTER(S) LOT#'S 




TOUCH PLATES (AGAR) 

1), 


2 ). 


LOT# 

gC\t^ 

gzitoc 


3). 


&o 


4). 




( rfj e ^lztun 
c gfe jLj ML 


***ALL CRITICAL STEPS MUST OCCUR IN CLASS-10 MICROENVIRONMENp^ 

***EACH ASEPTIC EMPLOYEE MUST PERFORM 3 CONSECUTIVE MEDI/y^LL RUNS WITHOUT EVIDENCE OF TURBIDITY <(-) CONTROL> 
PRIOR TO WORKING WITH STERILE MEDICATIONS/FORMULATIONS*" 


MATERIALS:(ENOUGH FOR 3 CONSECUTIVE MEDIA-FILL RUNS) 

(18) CLEAR 10ML VIALS...(1) FOR CONTROL, (5) FOR STERILE 
(3) 35ML LL SYRINGES 
(3) 0.22M DISK FILTERS 
(3) 18G LL NEEDLES 

(3) RED LL SYRINGE CAPS 

(18) 20MM STOPPERS ...3 FOR CONTROLS ARE NON-STERILE 
STERILE WATER FOR INJECTION 
STERILE WEIGH-CUP 

(4) AGAR TOUCH PLATES 


£ 

its* ‘doV*’ v 


02- ' J 




EIGH SOYBEAN CASEIN DIGEST MEDIA IN STERILE CUP USING ELECTRONIC ANALYTICAL BALANCE.. 


Date entered: 2/19/20 
Checked by: / S 



Last modified: 2/19/2010 1:34:12 PM by: BJC, (Pharmacist) 
Date: 04- / ^3/ jO 


FOIA Confidential 


NECC USMA001 094678 




logged Formula Worksheet (standard) 

2/19/2010 1:34:17 PM 
Page 2 


Flavor: 

bscription: PRESERVATIVE -FREE INTRATHECAL REFILL 

'Quantity made: 100 ML Batch yield: 00.000 

Qty remaining: 100.000 


Schedule: 2 

PCCA ID: 

Route of admin: 


Active W\ 
Formula ID: 5367 
Log ID: 125493 


(.3GM/100ML) 

o \ PRINT WEIGHT AND ATTACH TO LOG SHEET 

3 ) ADD 80% OF FINAL VOLUME OF STERILE WATER TO STERILE CUP 

4 ) ADD SPIN BAR AND COVER 

5 ) SPIN UNTIL COMPLETELY DISSOLVED 

?;} J&K 3Tl L 0 V ^bSv E SOLUTION INTO (3) SEPARATE 35ML LURE LOCK SYRINGES VIA 18 GAUGE NEEDLE 

™ OUTSIdIcLASS E ? 0 HOOD TRANSFER 5ML OF SOLUTION FROM EACH SYRINGE INTO SEPERATE 10ML 
CLEAR VIALS „ „ nilTnn , . 

OF THE (5) X 10ML CLEAR VIALS... REPEAT PROCESS FOR EACH SYRINGE. 

llj JncTuBATe'vi'aLS^F^^NI DAYS AT^5-35c AND CHECK FOR TURBIDITY AT 14 DAYS 

AGAR TOUCH PLATES 

1) USE (1) FINGER TOUCH PLATE ON DOMINANT HAND PRIOR TO STARTING PROCESS (PRIOR TO CLEANING 
GLOVES WITH 70% IPA) 

Ml fiBERER -^CONTROLS BY: SCALING ONE UNOPENED AND TOUCHING ONE WITH UN- 

MUS - ? B^LA^^L^^AN^G^EN^^^’ENvJlTo-CONTRt^LTECH^^'cM^INCUBATION AND MONITORING. 


t 


Date entered: 2/19/JO 
Checked by: 


'4:05 PM 



Last modified: 2/19/2010 1:34:12 PM by: BJC, (Pharmacist) 
Date: / I 


FOIA Confidential 


NECC USMA001 094679 



‘•TITLE: STERILE COMPOUNDING PERSONNEL QUALIFICATION 
SOP NUMBER: 2.030 VERSION: 3.0 


MEDIA FILL VALIDATION of STERILE COMPOUNDING 

Date: ^^" UUQ fe Location: CR-1( CR-^ Time: \?C0 Temperature: 

L) Number of vials: Lo Number of vials: 6 


• a- 


Number of vials: 


Control (A) 3 DAY (+> - 

Control (B)7 DAy(+)- 

Control (C) 14 DAY (+) - 

Sample 1 + KD 

Sample 1 + /( 3 

Sample 1 + /0 

Sample 2 + lQ> 

Sample 2 + /£9 

Sample 2 + /£) 

Sample 3 + 10 

Sample 3 + IQ) 

Sample 3 + /0 

Container (type) 

Size 

Volume Filled 

\h*l 

VO^V 

VO ivA 

<S\-o0*3£-r S 

l<vl\ iG-ift-ofi 

K)A 

UA 

A/A 

a/ A 

Filter Brand/Lot#/Exp Date: . 

(2~7A io A 

02- VO {'(VWot-NM* 



Media Used 

v^vtgpt Number 

Expiration Date ; ^ 

Soybean Casein 


O'n -oi- vo 

TSB Agar Plate 

"7 3 

oa-2 VOS 

Touch Plate (1) + Control 

l^fpass O Fail * 

Touch Plate (3) J&Pass □ Fail * 

Touch Plate (2) - Control 

Pass □ Fail * 

Touch Plate (4) fiPass □ Fail * 

Media Fill: ^Tpass 

O Fail 

*CFU (acceptable) = 1 


Comments: 




Performed By: 
Reviewed By: 





Date: 

Date: O'S-U— o/ 


SOP 2.030 


New England Compounding Center 
Attachment 1 


Version 3.0 



FOIA Confidential 


NECC USMA00 1094680 





Logged Formula Worksheet (standard) 

2/6/2008 1 :41 :30 PM 
Page 1 


LG62281 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph. 800-994-6322 


} MEDIA FILL (PERSONAL) 3% INJ. 

0 

Flavor: 

Description: PRESERVATIVE -FREE INTRATHECAL REFILL 

Quantity made: 100 ML Batch yield: 100.000 

Qty remaining: 

Date made: 2/6/2008 
Lot number: 02062008@39 
Beyond use date: March 7, 2008 

30 days after compounding date 

Pharmacist: BJC 

Technician: ANNETTE ROBINSON 

NDC1: 63370-0950-35 
Packaging: 

Equipment: 


Schedule: 2 

PCCA ID: 


Actively^ 
Formula ID: 5367 
Log ID: 62281 


Pricina calculations from the loa 

Estimated price 

$915.78 as Of 

Ingredient cost 

$0.00 

Device cost 

$0.00 

Time cost__ 

$22.50 Time to make: 30 

Profit 

$893.28 


Labeling: 
Stability information: 

Chemicals 


Sch. 


1 SOYABEAN CASEIN DIGEST MEDIUM POWDER 
Lot #rG44 W0- Mfg: PCCA 

Balance: 


Potency: 


Quantity used 

Wgms 

Exp. date: 

QS amount; 


QS (Balance} Actual cos * — 


□ 

VOlf'SuM 


NDC: 


$ 0.00 

Whlsr: PROFESSIONAL COMPOUN 

Each ML contains 0.03 GMS or 3% 
ChemlnvID: 0 


2 WATER FOR INJECTION INJ 
Lot #: J6K613 

Balance: 


100 ML 

Mfg: BRAUN Exp. date: 8/30/2008 

Volume: Potency: QS amount: 

NDC: 


Whlsr: BRAUN 


$200.00 06/17/2005 


Each ML contains 1 ML or 100% 

ChemlnvID: 300 


(Added all GM & GMS: 3.00) 


$200.00 


Log Instructions & Notes 


Originally made as: 100 MEDIA FILL (PERSONAL) 3% INJ. 

Calculated lot number: 02062008@39 Beyond use date: 3/7/2008 
FORMULA INSTRUCTIONS: 


1 ) 1 0 ML VIAL LOT# 

2) STOPPERS LOT# j <3— f ‘S' -^15 

3) FILTER(S) LOT#'S 


TOUCH PLATES (AGAR) 


1 )_ 

2 )_ 


W 


3)_ 


AV 


<r 


4)_ 


EXEu. _ 1 






j 

\ \ 


2 


**‘ALL CRITICAL STEPS MUST OCCUR IN CLASS-10 MICROENVIRONMENT*"* 

"‘EACH ASEPTIC EMPLOYEE MUST PERFORM 3 CONSECUTIVE MEDIA FILL RUNS WITHOUT EVIDENCE OF TURBIDITY <(-) CONTROL> 
PRIOR TO WORKING WITH STERILE MEDICATIONS/FORMULATIONS*"*"* 


MATERIALS:(ENOUGH FOR 3 CONSECUTIVE MEDIA-FILL RUNS) 

(18) CLEAR 10ML VIALS.. .(1) FOR CONTROL, (5) FOR STERILE 

(3) 35ML LL SYRINGES 

(3) 0.22M DISK FILTERS 

(3) 1 8G LL NEEDLES 

(3) RED LL SYRINGE CAPS 

(18) 20MM STOPPERS ...3 FOR CONTROLS ARE NON-STERILE 
STERILE WATER FOR INJECTION 
STERILE WEIGH-CUP 


(4) AGAR TOUCH PLATES 

Date entered: 2/6G008 1:41:08^/1 
Checked by: O — >■ 



008 1:41:27 PM by: BJC, (Pharmacist) 
Pate: Q^~/t *> / 



FOIA Confidential 


NECC USMA001 094681 



Logged Formula Worksheet (standard) 

2/6/2008 1 :41 :30 PM lomw 

Page 2 

MEDIA FILL (PERSONAL) 3% INJ. 

0 

Flavor: 

Description: PRESERVATIVE -FREE INTRATHECAL REFILL 
Quantity made: 100 ML Batch yield: 100.000 

Qty remaining: 100.000 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLV ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph. 800-994-6322 


Schedule: 2 

PCCA ID: 


Active W\ 

Formula ID: 5367 
Log ID: 62281 


1 . ) WEIGH SOYBEAN CASEIN DIGEST MEDIA IN STERILE CUP USING ELECTRONIC ANALYTICAL BALANCE.. 
(.3GM/100ML) 

2. ) PRINT WEIGHT AND ATTACH TO LOG SHEET 

3 ) ADD 80% OF FINAL VOLUME OF STERILE WATER TO STERILE CUP 

4. ) ADD SPIN BAR AND COVER 

5. ) SPIN UNTIL COMPLETELY DISSOLVED 

7.) DRAW 30Ml"oRABOVE SOLUTION INTO (3) SEPARATE 35ML LURE LOCK SYRINGES VIA 18 GAUGE NEEDLE 

80 OUTSIDE CLASS-10 HOOD TRANSFER 5ML OF SOLUTION FROM EACH SYRINGE INTO SEPEFtATE 10ML 
CLEAR VIALS 0 

?„> ^uflNG^PFWPER ASEPTIC TrcHN^QUE^TRANSFEF^TH^E 3 SYRINGES AND ALL OTHER NECESSARY 
MATERIALS CONTAINING 25ML OF 3% SOYBEAN SOLUTION INTO THE CLASS 10 MICRO ENVIRONMENT 

A : o S m disk rlter OF each SYRINGE and FILTER 5ML OF THE 3% TSB solution into each 
OF THE (5) x 10ML CLEAR VIALS... REPEAT PROCESS FOR EACH SYRINGE. 

ll) INCU BAT V I ALSF OfT M DAYS AT25-35C AND CHECK FOR TURBIDITY AT 14 DAYS. 

AGAR TOUCH PLATES 

1) USE (1) FINGER TOUCH PLATE ON DOMINANT HAND PRIOR TO STARTING PROCESS (PRIOR TO CLEANING 
GLOVES WITH 70% IPA) 

3 till I^’s^hTas'™* "control! by sSIling one unopened and touching one with UN. 

MUST* BE^LABELLED^ANcTGr^N TT^ENVIRO.CONTROLTECH-'for'iNCUBATION AND MONITORING. 


Date entered: 2/6/2008 1:41:08 PM 
Checked by: 


Last modified: 2/6/2008 1:41:27 PM 

Date: 


by: BJC, (Pharmacist) 
I I 


FOIA Confidential 


NECC USMA001 094682 



TITLE: STERILE COMPOUNDING PERSONNEL QUALIFICATION 

SOP NUMBER: 2.030 VERSION: 3.0 


t 




MEDIA FILL VALIDATION of STERILE COMPOUNDING 

Attachment 1 


Date 


: oj-as-al 


Operator: . 




Control (A) 3 DAY Q) - 
Sample 1 + IQ 


Control (B) 7 DAY Q) 
Sample 1 + IQ 


Control (C) 14 DAY 
Sample 1 + IQ 


q)- 


Sample 2 + /0 

Sample 2 + iQj 

Sample 2 + /0 

Sample 3 + /£j 

Sample 3 + (jJ 

Sample 3 

NUMBER OF UNITS 

l 

\ S S ck wu tp\ € ’i 

TYPE OF CONTAINER 

NlAL — 

SIZE 

±UrJ- ■ 

\ l/Vtl 

FILL VOLUME 

S 


SOYBEAN CASEIN 
TSB'AGAR PLATE 

Cl 

~7 ^ S' S' AT u- OM-oS — ' 

Touch Plate (1) + Control 

Touch Plate (2) - Control 

C^Pass □ Fail * 

Tp Pass 0 Fail * 

Touch Plate (3) &Pass D Fail 

Touch Plate (4) [JfcPass □ Fail * 

Media Fill: 

I^Pass D Fail 

*CFU (acceptable) = 1 


Comments: 





FOIA Confidential 


NECC USMA001 094683 



d Formula Worksheet 

8/1 7/2009 J 0:58: 18 AM 
Page 1 - ^ 


MEDIA FILL (PERSONAL) 3% INJ. 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. ^ 

697 WAVERLY ST. ^ 

FRAMINGHAM, MA 01702 Ph.800-994-6322 






Flavor: 

description: PRESERVATIVE -FREE INTRATHECAL REFILL 

Quantity made: 100 ML Batch yield: 100.000 


Schedule: 2 

PCCAID: 

Route of admin: 


Active 171 
Formula ID: 5367 
Log ID: 108193 


Date made: 8/17/2009 
Lot number: 08172009@26 

Beyond use date: September 16, 2009 10:58 AM 

30 days after compounding date 

Pharmacist: BJC 

Technician: <NONE> 

NDC1: 63370-0950-35 
Packaging: 

Equipment: 


Pricina calculations from the loa 


Estimated price 

$915.78 as of 


Ingredient cost 

$0.00 


Device cost 

$0.00 


Time cost 

$ 22.50 Time to make: 

30 

Profit 

$893.28 



Labeling: 
Stability information: 

Chemicals 


Quantity used 


QS (Balance) 


Actual cost & date 


1 SOYABEAN CASEIN DIGEST MEDIUM POWDER 


3 GMS 

□ 


$0.00 


y^Lot #: Cl 18895 

Mfg: PCCA 


Exp. date: 7/1/2010 

Whlsr: 

PROFESSIONAL COMPOUN 

Volume: 

Potency: 

QS amount: 





IBatonce; 





Each ML contains 0.03 GMS or 3% 


/ 



NDC: 



ChemlnvID: 

0 

2 WATER FOR INJECTION INJ 



100 ML 



$200.00 

06/17/2005 

lutr/Lot #: J9H483 

Mfg: BRAUN 


Exp. date: 12/31/2012 

Whlsr: 

BRAUN 



Volume; 

Potency: 

QS amount; 





/ Balance: 





Each ML contains 1 ML or 100% 





NDC: 



ChemlnvID: 

300 



(Added all GM & GMS: 3.00) 



$200.00 


Log Instructions & Notes 









Originally made as: 100 MEDIA FILL (PERSONAL) 3% INJ. 
^^alculated lot number: 08172009@26 Beyond use date: 9/16/2009 
■^MULA INSTRUCTIONS: 




1) 10 ML VIAL LOT# J 

2) STOPPERS LOT#J 

3) FILTER(S) LOT#'S_ 


TOUCH PLATES (AGAR) 


MW 


***ALL CRITICAL STEPS MUST OCCUR IN CLASS-10 MICROENVIRONMENT**** 

***EACH ASEPTIC EMPLOYEE MUST PERFORM 3 CONSECUTIVE MEDIA FILL RUNS WITHOUT EVIDENCE OF TURBIDITY <(-) CONTROL> 
PRIOR TO WORKING WITH STERILE MEDICATIONS/FORMULATIONS******* 

MATERIALS:(ENOUGH FOR 3 CONSECUTIVE MEDIA-FILL RUNS) 

(1 8) CLEAR 1 0ML VI ALS...(1 ) FOR CONTROL, (5) FOR STERILE 

(3) 35ML LL SYRINGES * 

(3) 0.22M DISK FILTERS 
(3) 18G LL NEEDLES 

(3) RED LL SYRINGE CAPS 

(18) 20MM STOPPERS ...3 FOR CONTROLS ARE NON-STERILE 
STERILE WATER FOR INJECTION 
STERILE WEIGH-CUP 

(4) AGAR TOUCH PLATES 


^p/v 


EIGH SOYBEAN CASEIN DIGEST MEDIA IN STERILE CUP USING ELECTRONIC ANALYTICAL BALANCE. 


Date entered: 8/17/2Q09 10.58:09 AM Last modified: 8/17/2009 10:58:15 AM by: BJC, (Pharmacist) 
Checked by: eY* Date: of I ° 7 


FOIA Confidential 


NECC USMA001 094684 




Formula Worksheet (standard) 

8/17/2009 10:58:18 AM 
Page 2 - v '* 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph. 800-994-6322 


MEDIA FILL (PERSONAL) 3% INJ. 




Flavor: 

'ascription: PRESERVATIVE 

Quantity made: 100 ML 


100.000 

100.000 


PCCA ID: 
Route of admin: 


Active 171 

Formula ID: 5367 
Log ID: 108193 


Schedule: 2 

•FREE INTRATHECAL REFILL 

Batch yield: 

Qty remaining: 

(.3GM/100ML) 

2.) PRINT WEIGHT AND ATTACH TO LOG SHEET 
3 ) ADD 80% OF FINAL VOLUME OF STERILE WATER TO STERILE CUP 

4. ) ADD SPIN BAR AND COVER 

5. ) SPIN UNTIL COMPLETELY DISSOLVED 

7 ] SrAW 30M A L L OF°ABOVE SOLUTION INTO (3) SEPARATE 35ML LURE LOCK SYRINGES VIA 18 GAUGE NEEDLE 

80 OUTSIDE CLASS^fo HOOD TRANSFER 5ML OF SOLUTION FROM EACH SYRINGE INTO SEPERATE 10ML 
CLEAR VIALS 

9 ) THE ABOVE 3 VIALS ARE TO BE TREATED AS CONTROLS ____ . _ w 

in 1 USING PROPER ASEPTIC TECHNIQUE TRANSFER THE 3 SYRINGES AND ALL OTHER NECESSARY 
MATERIALS CONTAINING 25ML OF 3% SOYBEAN SOLUTION INTO THE CLASS 10 MICRO ENVIRONMENT 

11. ) APPLY A0.22M DISK FILTER OF EACH SYRINGE AND FILTER 5ML OF THE 3% TSB SOLUTION INTO EACH 
OF THE (5) x 10ML CLEAR VIALS. ..REPEAT PROCESS FOR EACH SYRINGE. 

12. ) CAP, CRUMP, AND LABEL EACH VIAL A _ nAV . 

13. ) INCUBATE VIALS FOR 14 DAYS AT 25-35C AND CHECK FOR TURBIDITY AT 14 DAYS. 


AGAR TOUCH PLATES 

1) USE (1) FINGER TOUCH PLATE ON DOMINANT HAND PRIOR TO STARTING PROCESS (PRIOR TO CLEANING 
GLOVES WITH 70% IPA) 

21 USE /2ND1 AFTER MEDIA FILL PROCESS IS COMPLETE 

aLuSE (3RD & 4TH) AS (+ & -) CONTROLS BY SEALING ONE UNOPENED AND TOUCHING ONE WITH UN- 
^BbVED HAND OUTSIDE HOOD AFTER MEDIA-FILL PROCESS IS COMPLETED. 

4 MUST BE LABELLED AND GIVEN TO "ENVIRO-CONTROL TECH" FOR INCUBATION AND MONITORING. 



Date entered: 8/17 
Checked by: ] 



10:58:09 AM 


Last modified: 8/17/2009 10:58:15 AM by: BJC, (Pharmacist) 
Date: / / 


FOIA Confidential 


NECC USMA001 094685 


TITLE: STERILE COMPOUNDING PERSONNEL QUALIFICATION 
SOP NUMBER: 2.030 VERSION: 3.0 


MEDIA FILL VALIDATION of STERILE COMPOUNDING 

Pate ^^-^^OA Location: ■ CR -4VCR-2 Time: Temperature: . 

Number of vials;Jo 1 ^Number of vials: C? Number of vials: (o 


Control (A) 3 DAY (±> - 
Sample 1 + ©) 

Sample 2 + IQ 

Sample 3 + Q) 

Control (B) 7 DAY © - 
Sample 1 + /Q 

Sample 2 + /0 
Sample 3 + /£) 

Control (C) 14 DAY (+)l - 
Sample 1 + lQ 

Sample 2 + /Q 

Sample 3 + lQ 

Container (type) 

Size 

Volume Filled 

1 Vied 


S' ^ 1 _ _ 


\0 vwl 

S vAA \ 

■2. 

l 0 Vwl 

S vvv l 

Filter Brand/Lot#/ExD Date: R8K Nlill 0 / 

<M-tl 


1 


Media Used 


Expiration Date? 4 ’ : 44 

Soybean Casein 

(LuYfe4S 

on - 6i - id 

TSB Agar Plate 



Touch Plate (1) + Control 

Touch Plate (2) - Control 

'P'Vass □ Fail * 

^Pass □ Fail * 

Touch Plate (3) t^CPass □ Fail * 
Touch Plate (4) $Pass □ Fail * 

Media Fill: ^^ass 

O Fail 

*CFU (acceptable) = 1 


Comments: 






Performed By: 


Reviewed By: JQ 



Date: ni.-JLO-O^ 

Dale: W7 


SOP 2.030 


New England Compounding Center 
Attachment 1 



FOIA Confidential 


NECC USMA001 094686 




Legg»3£ Formula Worksheet (standard) 

2/6/2009 12:00:10 PM 
P)age 1 



NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph.800-994-6322 




MEDIA FILL (PERSONAL) 3% INJ. 




Flavor: 

lescription: PRESERVATIVE -FREE INTRATHECAL REFILL 

Quantity made: 100 ML Batch yield: 

Qty remaining: 

Date made: 2/6/2009 
Lot number: 02062009@21 
Beyond use date: March 8 , 2009 

30 days after compounding date 

Pharmacist: BJC 

Technician: <NONE> 


Equipment: 

Labeling: 
Stability information: 


3370-0950-35 


Schedule: 2 Active 171 

Formula ID: 5367 

100.000 PCCAID: Log ID: 92538 

100.000 


Pricing calculations from the lop 1 

Estimated price 

$915.78 as of 

Ingredient cost 

$0.00 

Device cost 

$0.00 

Time cost 

$22.50 Time to make: 30 

Profit 

$893.28 


Chemicals 


Sch. 

Quantity used 

QS 

(Balance) Actual cost & date 

i SOYABEAN CASEIN DIGEST MEDIUM POWDER 


3 GMS 

□ . 

$0.00 

Lot #: Cl 18895 

Mfg: PCCA 


Exp. date: 7/1/2010 


Whlsr: PROFESSIONAL COMPOUN 

Balance: 

Volume: 

Potency: 

QS amount: 


Each ML contains 0,03 GMS or 3% 



NDC: 


ChemlnvID: 0 

2 WATER FOR INJECTION INJ 



100 ML 

0. 

$200.00 06/17/2005 

Lot #: J8K464 

Mfg: BRAUN 


Exp. date: 1/31/2012 


Whlsr: BRAUN 

Balance: 

Volume: 

Potency: 

QS amount: 


Each ML contains 1 ML or 100% 



NDC: 


ChemlnvlD: 300 



(Added all GM & GMS: 3.00) 


$200.00 

Log Instructions & Notes 







m 


nally made as: 100 MEDIA FILL (PERSONAL) 3% INJ. 

Iculated lot number: 02062009@21 Beyond use date: 3/8/2009 
MULA INSTRUCTIONS: 


1) 1 0 ML VIAL LOT# P? ^ ° 

2) STOPPERS LOT #o(I^°^ ■* 1 2 3 

3) FILTER(S) LOT#'S ill A ^ I O [ L 


TOUCH PLATES (AGAR) 

1 ) 

LOT# 

•7/ 7 1 — 

EXP- i-7 L Y^f 

2 ) 


1 

3)_ 


■7 f\h ( _ 

4)_ 


U-T 1 / 

Ul~t /a? 


***ALL CRITICAL STEPS MUST OCCUR IN CLASS-10 MICROENVIRONMENT**** 

***EACH ASEPTIC EMPLOYEE MUST PERFORM 3 CONSECUTIVE MEDIA FILL RUNS WITHOUT EVIDENCE OF TURBIDITY <(-) CONTROL> 
PRIOR TO WORKING WITH STERILE MEDICATIONS/FORMULATIONS******* 


MATERIALS:(ENOUGH FOR 3 CONSECUTIVE MEDIA-FILL RUNS) 


(18) CLEAR 10ML VIALS.. .(1) FOR CONTROL, (5) FOR STERILE 

(3) 35ML LL SYRINGES 

(3) 0.22M DISK FILTERS 

(3) 18G LL NEEDLES 

(3) RED LL SYRINGE CAPS 

(18) 20MM STOPPERS ...3 FOR CONTROLS ARE NON-STERILE 
STERILE WATER FOR INJECTION 
STERILE WEIGH-CUP 




NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 
FRAMINGHAM, MA 01702 800-994-6322 


MEDIA FILL (PERSONAL) 3% INJ. 


Lot # 02C62009@21 
BJC 


Discard after 3/8/2009 


5 Ml 


4 * 

3 . 0264 g i 


(4) AGAR TOUCH PLATES 


B'j^^EIGH SOYBEAN CASEIN DIGEST MEDIA IN STERILE CUP USING ELECTRONIC ANALYTICAL BALANCE.. 

{ Date entered: 2/6/2009 U: 59:^9 AM Last modified: 2/6/2009 12:00:02 PM by: AVS, (Pharmacist) 

{ Checked by: Date: 1 1 


FOIA Confidential 


NECC USMA001 094687 




Lagged^ formula Worksheet (standard) 

2/6/2009 12:00:10 PM 

P^ge 2 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph. 800-994-6322 


MEDIA FILL (PERSONAL) 3% INJ. 




Flavor: 

Description: PRESERVATIVE -FREE INTRATHECAL REFILL 
Quantity made: 100 ML Batch yield: 100.000 

Qty remaining: 100.000 


Schedule: 2 
PCCAID: 


Active 171 

Formula ID: 5367 
Log ID: 92538 


(.3GM/100ML) 

2 \ PRINT WEIGHT AND ATTACH TO LOG SHEET 

3] ADD 80% OF FINAL VOLUME OF STERILE WATER TO STERILE CUP 

4 ) ADD SPIN BAR AND COVER 

5.) SPIN UNTIL COMPLETELY DISSOLVED 

7.) DRAW 30l^"oF^ABOVE SOLUTION INTO (3) SEPARATE 35ML LURE LOCK SYRINGES VIA 18 GAUGE NEEDLE 

g 1 ) OUTSIDE CLASS-10 HOOD TRANSFER 5ML OF SOLUTION FROM EACH SYRINGE INTO SEPERATE 10ML 
CLEAR VIALS 

10 HJSI N G^^OP ER ASE PTI C TECHNI Q U E^R AN SFEr"tH E 3 SYRINGES AND ALL OTHER NECESSARY 

SOLUTION INTO THE CLASS 10 MICRO ENVIRONMENT 
^pTlY AND FILTER 5ML OF THE 3% TSB SOLUTION INTO EACH 
OF THE (5) x 10ML CLEAR VIALS. ..REPEAT PROCESS FOR EACH SYRINGE. 

1IJ fNCUBATE' VIALS FOR^DAYS AT25-35C AND CHECK FOR TURBIDITY AT 14 DAYS. 

AGAR TOUCH PLATES 

1) USE (1) FINGER TOUCH PLATE ON DOMINANT HAND PRIOR TO STARTING PROCESS (PRIOR TO CLEANING 
GLOVES WITH 70% IPA) 

UNOPENED AND TOUCHING ONE WITH UN- 

and monitoring. 



2/6/2009 1 1 ;59:29 AM 


Last modified: 2/6/2009 12:00:02 PM by: AVS, (Pharmacist) 
Date: / /. 


FOIA Confidential 


NECC USMA001 094688 




TITLE: STERILE COMPOUNDING PERSONNEL QUALIFICATION 
SOP NUMBER: 2.030 VERSION: 3.0 


MEDIA FILL VALIDATION of STERILE COMPOUNDING 

! (oh$ q p 

Date ffi-* S cation : CR- 1 /CR -2 Time: t emperature: /L 3 - T 

Number of vials: k 


Number of vials: 
Operator: uarr 


Number of vials: 


f 


Control (A) 3 DAY 

Sample 1 + (y 

Sample 2 + /£> 

Sample 3 + /£) 


Control (B) 7 DAY <0- 

Sample 1 + /£) 

Sample 2 + 1£) 

Sample 3 + IQ 


Control (C) 14 DAY (3 / - 
Sample 1 + / (j 
Sample 2 + /£) 

Sample 3 + IQ 



3Ckv w ^ 1 ^ — 

Size 

^ vjl ^ i 

Volume Filled 

\h<As os-/f-dS 

Pa win <uA t0m*L. 


BIS 


^ 

— » r J ~ 

sxA 

/!//? 




Filter Brand/Lot#/Exp Date: CAAWx ^^"74 X3- 6 - 1 1 


Media Used 

Lot Number 

Expiration Date 

Soybean Casein 


CllzA U/D 

TSB Agar Plate 


|f> - i K - (A 


Pass □ Fail * 


Touch Plate (1) + Control 
Touch Plate (2) - Control ^fpass O Fail * 


Touch Plate (3) ^Eljass □ Fail ' 
Touch Plate (4) l^fcfcass O Fail ’ 



SOP 2.030 


New England Compounding Center 
Attachment 1 



FOIA Confidential 


NECC USMA00 1094689 



Logout formula Worksheet (standard) 

8/g^pi 1:1 8:34 AM 
Page 1 


8 


LG77947 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph. 800-994-6322 


r\ 


/ 


MEDIA FILL (PERSONAL) 3% INJ. 

t | Flavor: 

escription: PRESERVATIVE -FREE INTRATHECAL REFILL 

Quantity made: 100 ML Batch yield: 100.000 


A. 


Schedule: 2 

PCCAID: 


^ Active [71 

formula ID: 5367 
Log ID: 77947 


Date made: 8/8/2008 
Lot number: 08082008@46 
Beyond use date: September 7, 2008 

30 days after compounding date 

Pharmacist: BJC 

Technician: <NONE> 

NDC1: 63370-0950-35 
Packaging: 

Equipment: 


Pricina calculations from the loo 1 i 

Estimated price 

$915.78 as of 

Ingredient cost 

$0.00 

Device cost 

$0.00 

Time cost 

$ 22.50 Time to make: 30 

Profit 

$893.28 


Labeling: 
Stability information: 

Chemicals 


Sc/7. 


Quantity used 


QS [ Balance J Actual ik °^ a ^ e 


, SOYABEAN CASEIN DIGEST MEDIUM POWDER 
Lot#: Cl 18895 Mfg: PCCA 

Volume: 

Balance: 


Potency: 


3 GMS 

Exp. date: 7/1/2010 

QS amount: 


□ 


$ 0.00 




NDC: 


Whlsr. PROFESSIONAL COMPOUN 

Each ML contains 0.03 GMS or 3% 

ChemlnvlD: 0 


WATER FOR INJECTION INJ 
Lot* 


Balance: 




Mfg: BRAUN 

Volume: 


Potency: 



100 ML 
p. date; 8/30/2010 

QS amount: 

NDC: 


0 


Whlsr: BRAUN 


$200.00 06/17/2005 


Each ML contains 1 ML or 100% 

ChemlnvlD: 300 


(Added all GM & GMS: 3.00) 


$200.00 


Log Instructions & Notes 


Originally made as: 100 MEDIA FILL (PERSONAL) 3% INJ. 
Ablculated lot number: 08082008@46 Beyond use date: 9/7/2008 
IWMI 


rMULA INSTRUCTIONS: 


TOUCH PLATES (AGAR) 


LOT#., 


1) 10 ML VIAL LOT#. 

2) STOPPERS LOT#_ 


N> 


I f 


3) FILTER(S) LOT#'S_&&£kZ!539 


1) _L£±53 

2) 


3) I 


4) J 

7^~ 



***ALL CRITICAL STEPS MUST OCCUR IN CLASS-10 MICROENVIRONMENT**** 

***EACH ASEPTIC EMPLOYEE MUST PERFORM 3 CONSECUTIVE MEDIA FILL RUNS WITHOUT EVIDENCE OF TURBIDITY <(-) CONTROL> 
PRIOR TO WORKING WITH STERILE MEDICATIONS/FORMULATIONS******* 


MATERIALS:(ENOUGH FOR 3 CONSECUTIVE MEDIA-FILL RUNS) 

(18) CLEAR 10ML VIALS.. .(1) FOR CONTROL, (5) FOR STERILE 
(3) 35ML LL SYRINGES 
(3) 0.22M DISK FILTERS 
(3) 18G LL NEEDLES 

(3) RED LL SYRINGE CAPS 

(18) 20MM STOPPERS ...3 FOR CONTROLS ARE NON-STERILE 
STERILE WATER FOR INJECTION 
STERILE WEIGH-CUP 

(4) AGAR TOUCH PLATES 



VEIGH SOYBEAN CASEIN DIGEST MEDIA IN STERILE CUP USING ELECTRONIC ANALYTICAL BALANCE.. 


Date entered: 8/8/2008 
Checked by: 


11:18:20^^ 


Last modified: 8/8/2008 1 1:18:30 AM by: BJC, (Pharmacist) 
Date: / / 


FOIA Confidential 


NECC USMA001 094690 



Logg©&,Formula Worksheet (standard) 

8/8&Uff8 1.1:18:34 AM 
PsTge 2 



LG77947 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph. 800-994-6322 


Schedule: 2 


Active [71 
Formula ID: 5367 
Log ID: 77947 


MEDIA FILL (PERSONAL) 3% INJ. 

Flavor: 

description: PRESERVATIVE -FREE INTRATHECAL REFILL 
Quantity made: 100 ML Batch yield: 100.000 PCCAID: 

Qty remaining: 100.000 

(.3GM/100ML) 

2. ) PRINT WEIGHT AND ATTACH TO LOG SHEET 

3. ) ADD 80% OF FINAL VOLUME OF STERILE WATER TO STERILE CUP 

4. ) ADD SPIN BAR AND COVER 

5. ) SPIN UNTIL COMPLETELY DISSOLVED 

7) DRAW 30ML"OFABOVE SOLUTION INTO (3) SEPARATE 35ML LURE LOCK SYRINGES VIA 18 GAUGE NEEDLE 

I*) OUTSIDE CLASS E ?0 HOOD TRANSFER 5ML OF SOLUTION FROM EACH SYRINGE INTO SEPERATE 10ML 
CLEAR VIALS 

9 ) THE ABOVE 3 VIALS ARE TO BE TREATED AS CONTROLS 

10.) USING PROPER ASEPTIC TECHNIQUE TRANSFER THE 3 SYRINGES AND ALL OTHER NECESSARY 
MATERIALS CONTAINING 25ML OF 3% SOYBEAN SOLUTION INTO THE CLASS 10 MICRO ENVIRONMENT 
11 ) APPLY a 0 22M DISK FILTER OF EACH SYRINGE AND FILTER 5ML OF THE 3% TSB SOLUTION INTO EACH 
OF THE (5) x 10ML CLEAR VIALS. ..REPEAT PROCESS FOR EACH SYRINGE. 

12.) CAP, CRUMP, AND LABEL EACH VIAL 

13 ) INCUBATE VIALS FOR 14 DAYS AT 25-35C AND CHECK FOR TURBIDITY AT 14 DAYS. 


AGAR TOUCH PLATES 

1) USE (1) FINGER TOUCH PLATE ON DOMINANT HAND PRIOR TO STARTING PROCESS (PRIOR TO CLEANING 
GLOVES WITH 70% IPA) 

2) USE (2ND) AFTER MEDIA FILL PROCESS IS COMPLETE 

3RD & 4TH) AS (+ & -) CONTROLS BY SEALING ONE UNOPENED AND TOUCHING ONE WITH UN- 
IWvED HAND OUTSIDE HOOD AFTER MEDIA-FILL PROCESS IS COMPLETED. 

4) ALL 4 MUST BE LABELLED AND GIVEN TO "ENVIRO-CONTROL TECH" FOR INCUBATION AND MONITORING. 



Date entered: 8/8/2008 11:18:20 AM 
Checked by: __ 


Last modified: 8/8/2008 11:18: 30 AM 

Date: 


by: BJC, (Pharmacist) 
/ / 


FOIA Confidential 


NECC USMA001 094691 



Logged Formula Worksheet (standard) 

8/2G/2008 12:35:55 PM 
Page 1 


MEDIA FILL (PERSONAL) 3% INJ. 


NEW ENGLAND COMPOUNDING CTR ^ 

697 WAVERLY ST. \ 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph.800-994-6322 


Flavor: /■ — 

T)escription: PRESERVATIVE-FREE INTRATHECAL REFILL 
Quantity pfade: 100 ML J Batch yield: 100.000 

( Qty remaining: 100.000 

Date rrtade^-8^075008 H 

Lot number: 08202008@39 £< 

Beyond use date: September 19, 2008 | r 

30 days after compounding date 

Pharmacist: BJC 

Technician: <NONE> 

NDC1: 63370-0950-35 __ 

Packaging: 

Equipment: 


| Labeling: 

Stability information: 

Chemicals 


Schedule: 2 

PCCA ID: 

Pricing calculations from the loc 


Active |7[ 
Formula ID: 5367 
Log ID: 78998 


Estimated price 
Ingredient cost 
Device cost 
Time cost. 
Profit 


$915.78 as Of 
$0.00 
$0.00 

Time to make: 

$893.28 


i SOYABEAN CASEIN DIGEST MEDIUM POWDER 

Lot #: Cl 1 8895 Mfg: PCCA*— 

Volume: Potency: 


TION INJ 


Mfg; BRAUN 
Volume: Potency: 


Quantity 


W ff 3 GMS 
date: 7/1)2010 


NDC: 


100 ML 

Exp. date: 8/30/2010 
QS amount: 


QS (Balance) Actual cost & date 


□ $ 0.00 

Whlsr: PROFESSIONAL COMPOUN 


Each ML contains 0.03 GMS or 3% 
ChemlnvID: 0 


$200.00 06/17/2005 


Whlsr: BRAUN 


Each ML contains 1 ML or 100% 

ChemlnvID: 300 


(Added all GM & GMS: 3.00) 

Log Instructions & Notes 


Orally made as: 100 MEDIA FILL (PERSONAL) 3% INJ. 
^Hlculated lot number: 08202008@39 Beyond use date: 9/19/2008 
fMmULA INSTRUCTIONS: 


$200.00 


1) 10 ML VIAL LOT#_ 

2) STOPPERS LOT#_ 

3) FILTER(S) LOT#’S_ 


TOUCH PLATES (AGAR) 


TALL CRITICAL STEPS MUST OCCUR IN CLASS-10 MICROENVIRONMENT* 1 



(3) RED LL SYRINGE CAPS 

(18) 20MM STOPPERS ...3 FOR CONTROLS ARE NON-STERILE 
STERILE WATER FOR INJECTION 
STERILE WEIGH-CUP 

(4) AGAR TOUCH PLATES 


I^EIGH SOYBEAN CASEIN DIGEST MEDIA IN STERILE CUP USING ELECTRONIC ANALYT! 

Date entered: 8/20/2008 12:35:38 PM. I act mnrfjfiAiii liWi'i/JllIVi I 35-53 PM by: A VS, (Pharmacist) 


Date entered: 8/20/2008 12:35: 
Checked by: 


1 12:35:53 PM by: AVS, (Pharmacist) 
Date: 4C (l Lj 


3811.6 mg 


FOIA Confidential 


NECC USMA001 094692 




Logcfed Fofrmula Worksheet (standard) 

8/20/2008 T2:35:55 PM 

Page 2 



LG78998 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph.800-994-6322 


MEDIA FILL (PERSONAL) 3% INJ. 




Flavor: 

Tescription: PRESERVATIVE -FREE INTRATHECAL REFILL 
Quantity made: 100 ML Batch yield: 100 000 

Qty remaining: 100.000 


Schedule: 2 
PCCA ID: 


Active 0 

Formula ID: 5367 
Log ID: 78998 


(.3GM/100ML) 

2.) PRINT WEIGHT AND ATTACH TO LOG SHEET 
3 ) ADD 80% OF FINAL VOLUME OF STERILE WATER TO STERILE CUP 

4. ) ADD SPIN BAR AND COVER 

5. ) SPIN UNTIL COMPLETELY DISSOLVED 

7°) DRAW 30MLOF ABOVE SOLUTION INTO (3) SEPARATE 35ML LURE LOCK SYRINGES VIA 18 GAUGE NEEDLE 

I) OUTSIDE CLASJM0 HOOD TRANSFER 5ML OF SOLUTION FROM EACH SYRINGE INTO SEPERATE 10ML 
CLEAR VIALS 

lO^lli^PR^ SYRINGES AND ALL OTHER NECESSARY 

MATERIALS CONTAINING 25ML OF 3% SOYBEAN SOLUTION INTO THE CLASS 10 MICRO ENVIRONMENT 
1 1 ) APPLY A 0 22M DISK FILTER OF EACH SYRINGE AND FILTER 5ML OF THE 3% TSB SOLUTION INTO EACH 
OF THE (5) x 10ML CLEAR VIALS... REPEAT PROCESS FOR EACH SYRINGE. 

:t! INc0bATEVUV.S^O^^4 DAYS ATTI5-35C AND CHECK FOR TURBIDITY AT 14 DAYS. 


AGAR TOUCH PLATES 

1) USE (1) FINGER TOUCH PLATE ON DOMINANT HAND PRIOR TO STARTING PROCESS (PRIOR TO CLEANING 
GLOVES WITH 70% IPA) 

o\ i iqf f?wm AFTER MEDIA FILL PROCESS IS COMPLETE 

JJL E (3RD & 4TH) AS (+ & -) CONTROLS BY SEALING ONE UNOPENED AND TOUCHING ONE WITH UN- 
dWVED HAND OUTSIDE HOOD AFTER MEDIA-FILL PROCESS IS COMPLETED. 

4) ALL 4 MUST BE LABELLED AND GIVEN TO "ENVIRO-CONTROL TECH" FOR INCUBATION AND MONITORING. 



Date entered- 8/20/2008 12:35:38 PM Last modified: 8/20/2008 12:35:53 PM by: AVS, (Pharmacist) 
Checked by: Date: 


FOIA Confidential 


NECC USMA001 094693 




TITLE: STERILE COMPOUNDING PERSONNEL QUALIFICATION 


SOP NUMBER: 2.030 


VERSION: 3.0 


MEDIA FILL VALIDATION of STERILE COMPOUNDING 

Attachment 1 


Date: Qtr O Operator. \QCvf ^ 

Control (A) 3 DAY - Control (B) 7 DAY / - Control (C) 14 DAY 

Sample 1 +lQ Sample 1 +/Q Sample 1 +lO 

Sample 2 + /$ Sample 2 +/(=) Sample 2 +/C 

Sample 3 + /£) 


NUMBER OF UNITS 
TYPE OF CONTAINER 
SIZE 

FILL VOLUME 
SOYBEAN CASEIN 
TSBAGAR PLATE 


Sample 3 +/fc 

[ 7) 

VilVVLS 


_C_lkA 
V £30 


Touch Plate (1) + Control 

^ Pass 

□ Fail * 

Touch Plate (2) - Control 

[^sPass 

□ Fail * 

Media Fill: 

■fj^Pass 

□ Fail 


Sample 1 +/0 
Sample 2 + /£^ 

Sample 3 + /£> 

; t ST SC\ 

\ — 

S' fry, ( — 

ll-m-U 

O — 

Touch Plate (3) $ Pass □ Fail * 

Touch Plate (4) ^ Pass Cl Fail * 

*CFU (acceptable) = 1 



FOIA Confidential 


NECC USMA001 094694 





Logged Formula Worksheet {standard} 

5/29/2012 3:39:11 PM 
Page 1 


LG231124 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph.800-994-6322 




^MEDIA FILL (PERSONAL) 3% INJ. 

0 

Flavor: 

Description: PRESERVATIVE -FREE INTRATHECAL REFILL 

Quantity made: 100 ML Batch yield: 

Qty remaining: 

Date made: 5/29/2012 
Lot number: 05292012@118 

Beyond use date: December 1 , 201 1 3:38 PM 

30 days after compounding date 

Pharmacist: GC 

Technician: ANNETTE ROBINSON 

NDC1 : 63370-0950-35 
Packaging: 

Equipment: 

Labeling: 

Stability information: 


100.000 

100.000 


Schedule: 2 

PCCA ID: 

Route of admin: 


Active 171 
Formula ID: 5367 
Log ID: 231124 


Pricina calculations from the loo 1 

Estimated price 

$915.78 as Of 

Ingredient cost 

$0.00 

Device cost 

$0.00 

Time cost 

$22.50 Time to make: 30 

Profit 

$893.28 


Chemicals 


Sc/7. 

Quantity used 

QS 

(Balance) 

Actual cost & date 

f SOYABEAN CASEIN DIGEST MEDIUM POWDER 


3 GMS 

□ . 


$0.00 

Lot#: Cl 2476 

Chemical Code: 

Balance: 

Mfg: PCCA 

Volume: 

Potency: 

Exp. date: 12/1/2011 

QS amount: 

NDC: 


Whlsr: PROFESSIONAL COMPOUN 

AWP: $o.oo 

Each ML contains 0.03 GMS or 3% 

ChemlnvID: 0 

2 WATER FOR INJECTION INJ 



100 ML 

m. 


$200.00 06/17/2005 

Lot #: J2B670 

Chemical Code: 

Balance: 

Mfg: BRAUN 

Volume: 

Potency: 

Exp. date: 8/31/2014 Whlsr: BRAUN 

QS amount: AWP: $0.49 

Each ML contains 1 ML or 100% 

NDC: 00409488799 ChemlnvID: 300 



(Added all GM & GMS: 3.00) 



$200.00 

Log Instructions & Notes 








Originally made as: 100 MEDIA FILL (PERSONAL) 3% INJ. 

Calculated lot number: 0529201 2@1 18 Beyond use date: 6/28/2012 
FORMULA INSTRUCTIONS: 


1) 10 ML VIAL LOT# 5 ^/VZ 

2) STOPPERS LOT# -tyS //J 

3) FILTER(S) LQT#'S <Oj /< VSOO 


TOUCH PLATES (AGAR) LOT# 

i) JLSL12IL4L 


2>_Uri226_ 

3)_liV77A 


4 1 (6-S17Q 


exp <3H^-iz. 

6.-U- 
Q(a -\L 
Ofr-pk-tL 


***ALL CRITICAL STEPS MUST OCCUR IN CLASS-10 MICROENVIRONMENT**** 

***EACH ASEPTIC EMPLOYEE MUST PERFORM 3 CONSECUTIVE MEDIA FILL RUNS WITHOUT EVIDENCE OF TURBIDITY <(-) CONTROL> 
PRIOR TO WORKING WITH STERILE MEDICATIONS/FORMULATIONS — *** 


MATERIALS:(ENOUGH FOR 3 CONSECUTIVE MEDIA-FILL RUNS) 

(18) CLEAR 10ML VIALS. ..(1) FOR CONTROL, (5) FOR STERILE 

(3) 35ML LL SYRINGES 

(3) 0.22M DISK FILTERS 

(3) 18G LL NEEDLES 

(3) RED LL SYRINGE CAPS 

(18) 20MM STOPPERS ...3 FOR CONTROLS ARE NON-STERILE 
STERILE WATER FOR INJECTION 
STERILE WEIGH-CUP 



t 


t 

7 


> 


(4) AGAR TOUCH PLATES 



Last modified: 


5/29/2012 3:39:08 PM 

Date: 


by: LAB 
Ct I 


i 


FOIA Confidential 


NECC USMA001 094695 





Logged Formula Worksheet (standard) 

5/29/2012 3:39:11 PM 
Page 2 

MEDIA FILL (PERSONAL) 3% INJ. 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph.800-994-6322 


Flavor: 

Description: PRESERVATIVE 

Quantity made: 100 ML 


-FREE INTRATHECAL REFILL 

Batch yield: 
Qty remaining: 


100.000 

100.000 


Schedule: 2 Active 171 

Formula ID: 5367 

PCCAID: * Log ID: 231124 

Route of admin: 


1 .) WEIGH SOYBEAN CASEIN DIGEST MEDIA IN STERILE CUP USING ELECTRONIC ANALYTICAL BALANCE.. 
(.3GM/100ML) 

2 ) PRINT WEIGHT AND ATTACH TO LOG SHEET 

3. ) ADD 80% OF FINAL VOLUME OF STERILE WATER TO STERILE CUP 

4. ) ADD SPIN BAR AND COVER 

5. ) SPIN UNTIL COMPLETELY DISSOLVED 

70 DRAW 30ML*OF^ABOVE SOLUTION INTO (3) SEPARATE 35ML LURE LOCK SYRINGES VIA 18 GAUGE NEEDLE 

80 OUTSIDE CLAS^fo HOOD TRANSFER 5ML OF SOLUTION FROM EACH SYRINGE INTO SEPERATE 10ML 
CLEAR VIALS 

9. ) THE ABOVE 3 VIALS ARE TO BE TREATED AS CONTROLS — — _ . 

10. ) USING PROPER ASEPTIC TECHNIQUE TRANSFER THE 3 SYRINGES AND ALL OTHER NECESSARY 
MATERIALS CONTAINING 25ML OF 3% SOYBEAN SOLUTION INTO THE CLASS 10 MICRO ENVIRONMENT 

1 1 ) APPLY A 0.22M DISK FILTER OF EACH SYRINGE AND FILTER 5ML OF THE 3% TSB SOLUTION INTO EACH 
OF THE (5) x 10ML CLEAR VIALS. ..REPEAT PROCESS FOR EACH SYRINGE. 

12. ) CAP, CRUMP, AND LABEL EACH VIAL 

13. ) INCUBATE VIALS FOR 14 DAYS AT 25-35c AND CHECK FOR TURBIDITY AT 14 DAYS. 

}AGAR TOUCH PLATES 

1) USE (1) FINGER TOUCH PLATE ON DOMINANT HAND PRIOR TO STARTING PROCESS (PRIOR TO CLEANING 
GLOVES WITH 70% IPA) 

2) USE (2ND) AFTER MEDIA FILL PROCESS IS COMPLETE 

3) USE (3RD & 4TH) AS (+ & -) CONTROLS BY SEALING ONE UNOPENED AND TOUCHING ONE WITH UN- 
GLOVED HAND OUTSIDE HOOD AFTER MEDIA-FILL PROCESS IS COMPLETED. 

4) ALL 4 MUST BE LABELLED AND GIVEN TO "ENVIRO-CONTROL TECH" FOR INCUBATION AND MONITORING. 


| Date entered: 5/29/2012 3\Zj 
r Checked by: 


Last modified: 5/29/2012 3:39:08 PM 

Date: 



by: LAB 

Cj e/S 


Lx 


FOIA Confidential 


NECC USMA001 094696 




TITLE- STERILE COMPOUNDING PERSONNEL QUALIFICATION 

SOP NUMBER: 2.030 VERSION: 3.0 


MEDIA FILL VALIDATION of STERILE COMPOUNDING 

Attachment 1 


Date: O 

Control (A) 3 DAY (+)l - 

Operator: 

Control (B) 7 DAY<2) - 

igrvy 

Control (C) 

14 DAY (±)l ■ 

Sample 1 +/£) 

Sample 1 + /Q 

Sample 1 


Sample 2 + /Q 

Sample 2 +0 

Sample 2 

*'Q 

Sample 3 + /£/ 

Sample 3 + l(z) 

Sample 3 

+ib 

— - 1 

NUMBER OF UNITS 

1 £ CiA-AS 

(b <^rv\YL£J 

TYPE OF CONTAINER 

VMlAL 

SIZE 1 

1 ■vo^'l — 

FILL VOLUME 

fVwl — 

SOYBEAN CASEIN 

(L \ \ Y" ft 0 ! s 

C~7 - 0 mo 


TSB AGAR PLATE 




Touch Plate (1) + Control 

Pass □ Fail * 

Touch Plate (3) 

Pass D Fail * 

Touch Plate (2) - Control 

Jft Pass D Fail * 

Touch Plate (4) 

p' Pass □ Fail * 

Media Fill: 

i 

23 Pass D Fail 

*CFU (acceptable) = 1 



Performed By 
Reviewed By: 

SOP 2.030 





- 4 - 

New England Compounding Center 


Date: 0^ -CH- I <2--_ 



\ 


FOIA Confidential 


NECC USMA001 094697 




Lodged Formula Worksheet (standard) 

2/22/2012 12:27:03 PM 

Page 1 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph. 800-994-6322 


MaH - P d 

^*02 J 


MEDIA FILL (PERSONAL) 3% INJ. 


Flavor: 

Description: PRESERVATIVE -FREE INTRATHECAL REFILL 

Quantity made: 100 ML Batch yield: 

Qty remaining: 

Date made: 2/22/2012 
Lot number: 02222012@70 

Beyond use date: July 1, 2010 12:26 PM 

30 days after compounding date 

Pharmacist: GC 

Technician: ANNETTE ROBINSON 

NDC1: 63370-0950-35 
Packaging: 

Equipment: 


100.000 


Schedule: 2 


PCCA ID: 


Active 0 
Formula ID: 5367 
Log ID: 217666 


Pricina calculations from the log 

Estimated price 

$915.78 as of 

Ingredient cost 

$0.00 

Device cost 

$0.00 

Time cost 

$22.50 Time to make: 30 

Profit 

$893.28 


Labeling: 
Stability information: 

Chemicals 


Sch. Quantityused QS f Balance ) Actualcost&_date 


1 SOYABEAN CASEIN DIGEST MEDIUM POWDER 
Lot #: Cl 1 8895 Mfg: PCCA 

Chemical Code; Volume; 

Balance; 


3 GMS 
Exp. date: 7/1/2010 

Potency: QS amount; 

NDC: 


2 WATER FOR INJECTION INJ 

Lot#: J1P711 Mfg: BRAUN 

Chemical Code: Volume; 

Balance: 


Potency; 


100 ML 

Exp. date: 5/30/2014 

QS amount; 


n $0.00 

Whlsr: PROFESSIONAL COMPOUN 

AWP: $0.00 

Each ML contains 0.03 GMS or 3% 

ChemlnvID: 0 

06/17/2005 


s 


$ 200.00 


Whlsr: BRAUN 

AWP: 

Each ML contains 1 ML or 100% 

NDC: 02647850000 ChemlnvID: 300 


$ 0.00 


(Added all GM & GMS: 3.00) 


$ 200.00 


Log Instructions & Notes 


Originally made as: 100 MEDIA FILL (PERSONAL) 3% INJ. 

Calculated lot number: 0222201 2@70 Beyond use date. 3/23/2012 
FORMULA INSTRUCTIONS: 


1) 10 ML VIAL LOT# 

2) STOPPERS LOT # Q> 

3) FILTER(S) LOT# S ^//345y 


TOUCH PLATES (AGAR) ^ ^OT# 

2 1 itfO/Q- 

31 uMLk 

4) 


EXP. , / . n 

Cl - cL — / £ 

Cl b-, 


***ALL CRITICAL STEPS MUST OCCUR IN CLASS-10 MICROENVIRONMENT**** 

***EACH ASEPTIC EMPLOYEE MUST PERFORM 3 CONSECUTIVE MEDIA FILL RUNS WITHOUT EVIDENCE OF TURBIDITY <(-) CONTROL> 
PRIOR TO WORKING WITH STERILE MEDICATIONS/FORMULATIONS******* 


MATERIALS:(ENOUGH FOR 3 CONSECUTIVE MEDIA-FILL RUNS) 

(18) CLEAR 10ML VIALS. ..(1) FOR CONTROL, (5) FOR STERILE 

(3) 35ML LL SYRINGES 

(3) 0.22M DISK FILTERS 

(3) 18G LL NEEDLES 

(3) RED LL SYRINGE CAPS 

(18) 20MM STOPPERS ...3 FOR CONTROLS ARE NON-STERILE 
STERILE WATER FOR INJECTION 
STERILE WEIGH-CUP 








> 


FOIA Confidential 


NECC USMA001 094698 


Logged Formula Worksheet (standard) 

2/22/2012 12:27:03 PM 
Page 2 

MEDIA FILL (PERSONAL) 37. INJ. 


Flavor: 

Description: PRESERVATIVE -FREE INTRATHECAL REFILL 
Quantity made: 100 ML Batch yield: 100.000 

Qty remaining: 100.000 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph. 800-994-6322 


Schedule: 2 

PCCA ID: 
Route of admin: 


Active 171 
Formula ID: 5367 
Log ID: 217666 


I . ) WEIGH SOYBEAN CASEIN DIGEST MEDIA IN STERILE CUP USING ELECTRONIC ANALYTICAL BALANCE.. 
(.3GM/100ML) 

2 ) PRINT WEIGHT AND ATTACH TO LOG SHEET 

3 ) ADD 80% OF FINAL VOLUME OF STERILE WATER TO STERILE CUP 

4. ) ADD SPIN BAR AND COVER 

5. ) SPIN UNTIL COMPLETELY DISSOLVED 

?:! DRAW 30MLOFABOVE SOLUTION INTO (3) SEPARATE 35ML LURE LOCK SYRINGES VIA 18 GAUGE NEEDLE 

™ OUTSIDE CLAsSlO HOOD TRANSFER 5ML OF SOLUTION FROM EACH SYRINGE INTO SEPERATE 10ML 

CLEAR VIALS 

q \ tu|F ABOVE 3 VIALS ARE TO BE TREATED AS CONTROLS 

10 ) USING PROPER ASEPTIC TECHNIQUE TRANSFER THE 3 SYRINGES AND ALL OTHER NECESSARY 
MATERIALS CONTAINING 25ML OF 3% SOYBEAN SOLUTION INTO THE CLASS 10 MICRO ENVIRONMENT 

I I . ) APPLY A 0.22M DISK FILTER OF EACH SYRINGE AND FILTER 5ML OF THE 3% TSB SOLUTION INTO EACH 
OF THE (5) x 10ML CLEAR VIALS... REPEAT PROCESS FOR EACH SYRINGE. 

12. ) CAP CRUMP, AND LABEL EACH VIAL 

13. ) INCUBATE VIALS FOR 14 DAYS AT 25-35C AND CHECK FOR TURBIDITY AT 14 DAYS. 

AGAR TOUCH PLATES 

1) USE (1) FINGER TOUCH PLATE ON DOMINANT HAND PRIOR TO STARTING PROCESS (PRIOR TO CLEANING 
GLOVES WITH 70% IPA) 

7 \ USE /2ND) AFTER MEDIA FILL PROCESS IS COMPLETE 

3) USE (3RD & 4TH) AS (+ & -) CONTROLS BY SEALING ONE UNOPENED AND TOUCHING ONE WITH UN- 
GLOVED HAND OUTSIDE HOOD AFTER MEDIA-FILL PROCESS IS COMPLETED. _ 

4) ALL 4 MUST BE LABELLED AND GIVEN TO "ENVIRO-CONTROL TECH" FOR INCUBATION AND MONITORING. 


Date entered: 2/22/2012 12^ 
Checked by: /^LS=l / 


0M Lastj 


Q12 12 :26:56 PM by: LAB 

~~Date: I ~Z/1 _ 




FOIA Confidential 


NECC USMA001 094699 


TITLE: STERILE COMPOUNDING PERSONNEL QUALIFICATION 
SOP NUMBER: 2.030 VERSION: 3.0 




MEDIA FILL VALIDATION of STERILE COMPOUNDING 

Attachment 1 


Date: 0'9-2>Q- II 


Operator: . 






Centro! (A) 

3 DAY 0! - 

Control (B) 7 DAY Q- 

Control (C) 14 DAY C . ^ / 

Sample 1 

+ /£> 

Sample 1 + Id) 

Sample 1 +0 

Sample 2 

*10 

Sample 2 +/0 

Sample 2 +/Q 

Sample 3 

+ /fc) 

Sample 3 + /aJ 

Sample 3 + 1£) 


NUMBER OF UNITS 

1 % 3 Ooiia.'VyoW IS StftrvspllT 

TYPE OF CONTAINER 

UlAL 

SIZE 

tQ IW A 

FILL VOLUME 

S' \ 

SOYBEAN CASEIN 

6~7-cV-l=i : 

TSB AGAR PLATE 

0~77pAl> 1 LAhd 1 — 


Touch Plate (1) + Control 

S3? Pass 

□ Fail * 

Touch Plate (3) 

^3 Pass 

□ Fail * 

Touch Plate (2) - Control 

i 

^ Pass 

□ Fail * 

Touch Plate (4) 

Pass 

□ Fail * 

Media Fill: 

[^Pass 

□ Fail 

*CFU (acceptable) = 

1 



\ 


FOIA Confidential 


NECC USMA001 094700 



* Lggged^ormula Worksheet 

9/30/201 1 9:33:54 AM 

PaQ e 1 „ 


(standard) 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. , 

FRAMINGHAM, MA 01702 Ph.800-994-6322 / 




^ - 

MEDIA FILL (PERSONAL) 3% Illy . 

Flavor: 

^^Description: PRESERVATIVE -FREE INTRATHECAL REFILL 

Quantity madep 100 ML ] Batch yield: 

\ J Qty remaining: 

Date made: 9/30/2011 
Lot number: 09302011 @28 

Beyond use date: October 30, 201 1- 9:33 AM 

30 days after compounding date 

Pharmacist: GC ' 

Technician: JOSEPH P CONNOLLY 

NDC1: 63370-0950-35 
Packaging: 

Equipment: 


100.000 

100.000 


Schedule: 2 

PCCA ID: 
Route of admin: 


Active 171 

Formula ID: 5367 
Log ID: 197847 



Labeling: 
Stability information: 

Chemicals 


Seth QuantltVAtsed^ . QS C Balance 1 Actual c ost & date 


, SOYABEAN CASEIN DIGEST MEDIUM POWDER 
Lot #:'eHS89S' Mfg: PCCA 

Volume: 


Balance: 


3 GMS ) □ $0.00 

r Exp. dater77T72©t0 Whlsr: PROFESSIONAL COMPOUN 

Potency. ^ QS amount. Each ML contains 0.03 GMS or 3% 

NDC: ChemlnvlD: 0 


WATER FOR INJECTION INJ 
Lot 


Balance: o)MW 


Mfg: BRAUN 

Volume: 


Potency: 


100 ML 

Exp. date:J3Z3Q/8©t9 


$200.00 06/17/2005 


o< 


3We©« I Whlsr: BRAUN _ 1 

v las Each ml contains 1 ML or 100% 

NDC: 02647850000 ChemlnvlD: 300 


(Added all GM & GMS: 3.00) 


Log Instructions & Notes 


0(d- 3* 'll 


$ 200.00 


Originally made as: 100 MEDIA FILL (PERSONAL) 3% INJ. 

^Klalculated lot number: 09302011 @28 Beyond use date; 10/30/2011 

^ptMULA INSTRUCTIONS: 

v TOUCH PLATES (AGAR) LOT# 

1) in Ml VIAI i ot# 01'^- 1 1 hefc'- CQ i 1) 

2) STOPPERS LOT ##?-^-// At? -‘ 0 1 l>J 2) effjCQ-% — 

3) FILTER(S) LOTrs /? I DA6 9 193 3 ) ^3^3. 




//- ^t^o/L 




“ALL CRITICAL STEPS MUST OCCUR IN CLASS-1 0 MICROENVIRONMENT""* 

“"EACH ASEPTIC EMPLOYEE MUST PERFORM 3 CONSECUTIVE MEDIA FILL RUNS WITHOUT EVIDENCE OF TURBIDIT)^-) CONTROL?"^. 


enun I iv-y LmrLU i U-I_ mvu < ' ,,T ' w ... — 

PRIOR TO WORKING WITH STERILE MEDICATIONS/FORMULATIONS 
MATERIALS:(ENOUGH FOR 3 CONSECUTIVE MEDIA-FILL RUNS) 

(nm)aEAR i omlvials...(1) for control (5) for sterile 
(3Jj5IvIL LL SYRINGES 
(3) 0.22M DISK FILTERS 
(3) 18GLL NEEDLES 
(31 RED LL SYRINGE CAPS 

(7l 8J20MM STOPPERS ...3 FOR CONTROLS ARE NON-STERILE 
^STERILE WATER FOR INJECTION 




3..«v7. 




SO 

0y-2i-1 1 At. 3 1 CD OUT 




STERILE WEIGH-CUP 
(4) AGAR TOUCH PLATES 


Date entered: 9/30/201 1 9:33:40 AM 
Checked by: __ 


J^Sr "- 1 - 
■fet J i t<L 

LasJtJBOdltled: 9/30/2011 9:33:52 AM by: CL, (Pharmacist) 
Date: 






h. 


r\^ <->-/ 7'-' ii 


FOIA Confidential 


NECC USMA001 094701 


LoggecPFormula Worksheet 

9/30/201 1 9:33:54 AM 
Page 2 

MEDIA FILL (PERSONAL) 3% INJ. 

* 


(standard) 


LGl 97847 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph. 800-994-6322 


Schedule: 2 


Active 0 
Formula ID: 5367 
Log ID: 197847 


Flavor: 

bescription: PRESERVATIVE -FREE INTRATHECAL REFILL 
Quantity made: 100 ML Batch yield: 100.000 PCCA ID: 

Qty remaining: 100.000 Route of admin: 

rfj WEIGH SOYBEAN CASEIN DIGEST MEDIA IN STERILE CUP USING ELECTRONIC ANALYTICAL BALANCE.. 
(.3GM/100ML) 

PRINT WEIGHT AND ATTACH TO LOG SHEET 
ADD 80% OF FINAL VOLUME OF STERILE WATER TO STERILE CUP 
A) ADD SPIN BAR AND COVER 

» SPIN UNTIL COMPLETELY DISSOLVED 4o ts , 

7 ) DRAW 3m L OFABOVE SOLUTION INTO (3) SEPARATE ^SlflfL LURE LOCK SYRINGES VIA 18 GAUGE NEEDLE 

8. *) OUTSIDE CLA^^fo HOOD TRANSFER 5ML OF SOLUTION FROM EACH SYRINGE INTO SEPERATE 10ML 
CLEAR VIALS 

9. ) THE ABOVE 3 VIALS ARE TO BE TREATED AS CONTROLS u „„ osov 

10. ) USING PROPER ASEPTIC TECHNIQUE TRANSFER THE 3 SYRINGES AND ALL OTHER NECESSARY 
MATERIALS CONTAINING 25ML OF 3% SOYBEAN SOLUTION INTO THE CLASS 10 MICR0 ^^ l i ^9 1 ^MT/^I:Ar'u 
1 1 ) APPLY A 0 22M DISK FILTER OF EACH SYRINGE AND FILTER 5ML OF THE 3% TSB SOLUTION INTO EACH 
OF THE (5) x 10ML CLEAR VIALS. ..REPEAT PROCESS FOR EACH SYRINGE. 

12. ) CAP, CRUMP, AND LABEL EACH VIAL 

13. ) INCUBATE VIALS FOR 14 DAYS AT 25-35C AND CHECK FOR TURBIDITY AT 14 DAYS. 

AGAR TOUCH PLATES 

1) USE (1) FINGER TOUCH PLATE ON DOMINANT HAND PRIOR TO STARTING PROCESS (PRIOR TO CLEANING 
GLOVES WITH 70% IPA) 

« JSE (2ND) AFTER MEDIA FILL PROCESS IS COMPLETE 

ISE (3RD & 4TH) AS (+ & -) CONTROLS BY SEALING ONE UNOPENED AND TOUCHING ONE WITH UN- 
OVED HAND OUTSIDE HOOD AFTER MEDIA-FILL PROCESS IS COMPLETED. 

4) ALL 4 MUST BE LABELLED AND GIVEN TO "ENVIROrCONTROL TECH" FOR INCUBATION AND MONITORING. 

o . 6o9 A- ( 


Sow ( 


r 


as66 *vj;. * 


'r 


> 


( 




9/30/201 1 9:33:52 AM 
Date: 


by: CL, (Pharmacist) 
/ / 


FOIA Confidential 


NECC USMA001 094702 


I 


« 


t 


TITLE: STERILE COMPOUNDING PERSONNEL QUALIFICATION 
SOP NUMBER: 2.030 VERSION: 3.0 


MEDIA FILL VALIDATION of STERILE COMPOUNDING 

Attachment 1 


Date: GI-cU-ll 

Control (A) 3 DAY C±>/ - 

Operator: V 3 

Control (B> 7 DAY (+)/ 

ry 

Control (C) 14 DAY (±)/ - . 

Sample 1 + /0 

Sample 1 + /0 

Sample 1 +/0 

Sample 2 + /0 

Sample 2 + /0 

Sample 2 +/Q 

Sample 3 +/£) 

Sample 3 + IQ 

Sample 3 + 10 

NUMBER OF UNITS 

( ft 3 CorvVvrA 

tS pi <-3 

TYPE OF CONTAINER 

\)IAL 

SIZE 

10 vwl 

FILL VOLUME 

S'iA/vl — — 

SOYBEAN CASEIN 

<L\m^ l 

Q-7-nl-U — — 

TSB AGAR PLATE 

<? (c JfrS ~1 



Touch Plate (1) + Control 

Touch Plate (2) - Control 

^ Pass D Fail * 

1J5 Pass O Fail * 

Touch Plate (3) E^fPass D Fail * 
Touch Plate (4) 1^ Pass D Fail 

Media Fill: 

[^Pass □ Fail 

*CFli (acceptable) = 1 




Date: Q U 

Date: 



Version 3.0 ~ 


FOIA Confidential 


NECC USMA001 094703 




L6ggeE Formula Worksheet (standard) 

1/3/201.1 10:1 ^'28 AM 
Page 1 


LG161704 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph.800-994-6322 


ui-Ak/e. Lu4^ 


MEDIA FILL (PERSONAL) 3% INJ. 

Flavor: 

Description: PRESERVATIVE -FREE INTRATHECAL REFILL 

Quantity made: 100 ML Batch yield: 100.000 

* .. . 


Schedule: 2 

PCCA ID: 

Route of admin: 


Actively 7 ! 
Formula ID: 5367 
Log ID: 161704 


Date made: 1/3/2011 
Lot number: 0103201 1 @66 

Beyond use date: February 2, 2011 10:16 AM 

30 days after compounding date 

Pharmacist: BJC 

Technician: ANNETTE ROBINSON 

NDC1: 63370-0950-35 
Packaging: 

Equipment: 


Pricina calculations from the lop 

Estimated price 

$915.78 as Of 

Ingredient cost 

$0.00 

Device cost 

$0.00 

Time cost 

$ 22.50 Time to make: 30 

Profit 

$893.28 


Labeling: 
Stability information: 

Chemicals 


Sch. Quantity used QS [ Balance J Actual cost & date 


1 SOYABEAN CASEIN DIGEST MEDIUM POWDER 
Lot Pr&mWer Mfg: PCCA 


3 GMS 

Exp. date: +2/017261 1 
Potency: QS amount: 

NDC: 


□ 


$ 0.00 


Whlsr: PROFESSIONAL COMPOUN 

Each ML contains 0.03 GMS or 3% 

ChemlnvID: 0 


WATER FOR INJECTION INJ 
Lot #: JOH477 


Balance: 


100 ML 

Mfg: BRAUN Exp. date: 12/31/2012 

Volume: Potency: QS amount: 

NDC: 


0 


Whlsr: BRAUN 


$200.00 06/17/2005 


Each ML contains 1 ML or 100% 

ChemlnvID: 300 


(Added all GM & GMS: 3.00) 


$200.00 


Log Instructions & Notes 




linally made as: 100 MEDIA FILL (PERSONAL) 3% INJ. 

Calculated lot number: 01 03201 1 @66 Beyond use date: 2/2/201 1 
MULA INSTRUCTIONS: 


1 ) 1 0 ML VIAL LOT# t);^) IV.tftfr NT 

2) STOPPERS LOT# &T 

3) FILTER(S) LOT#'S 


TOUCH PLATES (AGAR) LOT# 

D ^51 
Z) 1WS-I 

3)js to 


.7 M . 

oa.-a.7-i I 
0 &- I 
oa-aM) 


*“ALL CRITICAL STEPS MUST OCCUR IN CLASS-1 0 MICROENVIRONMENT 

"““EACH ASEPTIC EMPLOYEE MUST PERFORM 3 CONSECUTIVE MEDIA FILL RUNS WITHOUT EVIDENCE OF TURBIDITY <(-) C0NTR0l> 
PRIOR TO WORKING WITH STERILE MEDICATIONS/FORMULATIONS*“*”““ 


MATERIALS:(ENOUGH FOR 3 CONSECUTIVE MEDIA-FILL RUNS) 

(18) CLEAR 10MLVIALS ...(1) FOR CONTROL (5) FOR STERILE 
(3) 35MLLL SYRINGES 
(3) 0.22M DISK FILTERS 

(3) 18GLL NEEDLES 

13) RED LL SYRINGE CAPS 

(1 8) 20MM STOPPERS ...3 FOR CONTROLS ARE NON-STERILE 
STERILE WATER FOR INJECTION 
STERILE WEIGH-CUP 

(4) AGAR TOUCH PLATES 


Date entered: 1/3/2: 
Checked by: 



AM 


Last modified: 1/3/2011 10:17:22 AM by: BJC, (Pharmacist) 


Date: <3 / / 3 / / J_t 



FOIA Confidential 


NECC USMA001 094704 



L6ggeu Formula Worksheet (standard) 

1/3/20 1J 10:17:28 AM 
Page 2 

MEDIA FILL (PERSONAL) 3% INJ. 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST, 

FRAMINGHAM, MA 01702 Ph.800-994-6322 


Flavor: Schedule: 2 Active |vj 

™ Description: PRESERVATIVE -FREE INTRATHECAL REFILL Formula ID: 5367 

Quantity made: 100 ML Batch yield: 100.000 PCCA ID: LogiD i6i704 

Qty remaining: 100.000 Route of admin: 

1. ) WEIGH SOYBEAN CASEIN DIGEST MEDIA IN STERILE CUP USING ELECTRONIC ANALYTICAL BALANCE.. 
(.3GM/100ML) 

2. ) PRINT WEIGHT AND ATTACH TO LOG SHEET 

3. ) ADD 80% OF FINAL VOLUME OF STERILE WATER TO STERILE CUP 

4. ) ADD SPIN BAR AND COVER 

5. ) SPIN UNTIL COMPLETELY DISSOLVED 

6. ) QS TO FINAL VOLUME 

7. ) DRAW 30ML OF ABOVE SOLUTION INTO (3) SEPARATE 35ML LURE LOCK SYRINGES VIA 18 GAUGE NEEDLE 
THEN CAP SYRINGES 

8. ) OUTSIDE CLASS-10 HOOD TRANSFER 5ML OF SOLUTION FROM EACH SYRINGE INTO SEPERATE 10ML 
CLEAR VIALS 

9. ) THE ABOVE 3 VIALS ARE TO BE TREATED AS CONTROLS 

10. ) USING PROPER ASEPTIC TECHNIQUE TRANSFER THE 3 SYRINGES AND ALL OTHER NECESSARY 
MATERIALS CONTAINING 25ML OF 3% SOYBEAN SOLUTION INTO THE CLASS 10 MICRO ENVIRONMENT 

1 1 . ) APPLY A 0.22M DISK FILTER OF EACH SYRINGE AND FILTER 5ML OF THE 3% TSB SOLUTION INTO EACH 
OF THE (5) x 10ML CLEAR VIALS... REPEAT PROCESS FOR EACH SYRINGE. 

12. ) CAP, CRUMP, AND LABEL EACH VIAL 

13. ) INCUBATE VIALS FOR 14 DAYS AT 25-35C AND CHECK FOR TURBIDITY AT 14 DAYS. 


PCCA ID: 
Route of admin: 


Active 0 
Formula ID: 5367 
Log ID: 161704 


AGAR TOUCH PLATES 


1) USE (1) FINGER TOUCH PLATE ON DOMINANT HAND PRIOR TO STARTING PROCESS (PRIOR TO CLEANING 
GLOVES WITH 70% IPA) 

4BUSE (2ND) AFTER MEDIA FILL PROCESS IS COMPLETE 

^POSE (3RD & 4TH) AS (+ & -) CONTROLS BY SEALING ONE UNOPENED AND TOUCHING ONE WITH UN- 
GLOVED HAND OUTSIDE HOOD AFTER MEDIA-FILL PROCESS IS COMPLETED. 

4) ALL 4 MUST BE LABELLED AND GIVEN TO "ENVIRO-CONTROL TECH" FOR INCUBATION AND MONITORING. 


Date entered: 1/3^201/1 
Checked by: 


jLast modified: 1/3/2011 10:17:22 AM 

Date 


. T m i 


larmacist) 


FOIA Confidential 


NECC USMA001 094705 


TITLE: STERILE COMPOUNDING PERSONNEL QUALIFICATION , 

SOP NUMBER: 2.030 VERSION: 3.0 


MEDIA FILL VALIDATION of STERILE COMPOUNDING 

Attachment 1 


Date: 

01- XO'l o 

Operator: * ^ 

0 \ Yir y 


Control (A) 

3 DAY (£)/- 

Control (B) 7 DAY ^)/ - 

— y 

Control (C) 

14 DAY Qi - 

Sample 1 

+ / 0 

Sample 1 + /£) 

Sample 1 

*G) 

Sample 2 

+ /Q 

Sample 2 +/Q 

Sample 2 

+/0 

Sample 3 

+ /£) 

Sample 3 + 10 

Sample 3 

*iQ 




NUMBER OF UNITS 

\a 3 Jl 

TYPE OF CONTAINER 

\H AL 

SIZE 

■ 

FILL VOLUME 

C i/v\ l - — 

SOYBEAN CASEIN 

o.wR^T.4 rn-Oi-l d 

TSB'AGAR PLATE 

13^10 6 U'? .7,- (a 3 


Touch Plate (1) + Control 

Ip/pass 

□ Fail * 

Touch Plate (3) 

^ Pass 

□ Fail * 

Touch Plate (2) - Control 

jS Pass 

Q Fail * 

Touch Plate (4) 

^3 Pass 

□ Fail * 

Media Fill: 

S3: Pass 

□ Fail 

*CFU (acceptable) = 

1 




FOIA Confidential 


NECC USMA001 094706 




Formula Worksheet (standard) 

9/20/2010 1:29:54 PM 
Page 1 


LG148975 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph.800-994-6322 




MEDIA FILL (PERSONAL) 3% INJ. 

Flavor: 

"Description: PRESERVATIVE -FREE INTRATHECAL REFILL 

Quantity made: 100 ML Batch yield: 100.000 

Qty remaining: If 

Date made: 9/20/2010 
Lot number: 0920201 0@95 

Beyond use date: October 20, 2010 1:29 PM 

30 days after compounding date 

Pharmacist: GC 

Technician: CORY B FLETCHER 

NDC1 : 63370-0950-35 
Packaging: 

Equipment: 


Schedule: 2 

PCCA ID: 

Route of admin: 


Active |7[ 
Formula ID: 5367 
Log ID: 148975 


Pricina calculations from the loo 

Estimated price 

$915.78 as of 

Ingredient cost 

$0.00 

Device cost 

$0.00 

Time cost 

$22.50 Time to make: 30 

Profit 

$893.28 


Labeling: 
Stability information: 


Chemicals Sch. Quantity used QS [ Balance J Actualcosl^&date 


1 SOYABEAN CASEIN DIGEST MEDIUM POWDER 


3 GMS □ 

i 

$0.00 

Lot #: e-M‘8-895 

Mfg: PCCA 


Exp. date: mm HO 

Whlsr: PROFESSIONAL COMPOUN 

Balance £, 1(9 

Volume: 

Potency: 

QS amount:^ _ & j ^(1/ 
NDC: 

Each ML contains 0.03 GMS or 3% 

ChemlnvID: 0 

2 WATER FOR INJECTION INJ 



100 ML 0 

$200.00 06/17/2005 

Lot #: JOH477 

Mfg: BRAUN 


Exp. date: 12/31/2012 

Whlsr: BRAUN 

Balance: 

Volume: 

Potency: 

QS amount: 

Each ML contains 1 ML or 100% 



NDC: 

ChemlnvID: 300 



(Added all GM & GMS: 3.00) 

$200.00 

Log Instructions & Notes 








inally made as: 100 MEDIA FILL (PERSONAL) 3% INJ. 
alculated lot number: 0920201 0@95 Beyond use date: 10/20/2010 
MULA INSTRUCTIONS: 


/Ilf off r 


1) 1 0 ML VIAL LOT# ~'Q ?<vf- 

2) STOPPERS LOT # 7-2P / ° € 1 ’b * e<A- 

AO<?A3/3'OV:4 

3) FILTER/S) LOT#'S AcJj*JStV£! frj 


TOUCH PLATES (AGAR) LOT# 

21 

31 


EXP. 

rr> 




loro 


q/zz/jA 


f o 


n /uz/lDrQ 


v a 


4). 


—ALL CRITICAL STEPS MUST OCCUR IN CLASS-1 0 MICROENVIRONMENT—* 

—EACH ASEPTIC EMPLOYEE MUST PERFORM 3 CONSECUTIVE MEDIA FILL RUNS WITHOUT EVIDENCE OF TURBIDITY <(-) CONTROL> 
PRIOR TO WORKING WITH STERILE MEDICATIONS/FORMULATIONS—* 


MATERIALS:(ENOUGH FOR 3 CONSECUTIVE MEDIA-FILL RUNS) 

(1 8) CLEAR 1 0ML VIALS...(1) FOR CONTROL (5) FOR STERILE 
(3) 35ML LL SYRINGES 
(3) 0.22M DISK FILTERS 
(3) 18GLL NEEDLES 

(3) RED LL SYRINGE CAPS 

(1 8) 20MM STOPPERS ...3 FOR CONTROLS ARE NON-STERILE 
STERILE WATER FOR INJECTION 
STERILE WEIGH-CUP 

(4) AGAR TOUCH PLATES 
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NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph.800-994-6322 


I MEDIA FILL (PERSONAL) 3% INJ. 

• Flavor: Schedule: 2 Active [71 

Description: PRESERVATIVE -FREE INTRATHECAL REFILL Formula ID: 5367 

Quantity made: 100 ML Batch yield: 100.000 PCCA ID: Log ID: 148975 

Qty remaining: 100.000 Routeofadmin: 

1.) WEIGH SOYBEAN CASEIN DIGEST MEDIA IN STERILE CUP USING ELECTRONIC ANALYTICAL BALANCE.. 
(.3GM/100ML) 

2.) PRINT WEIGHT AND ATTACH TO LOG SHEET 

3.) ADD 80% OF FINAL VOLUME OF STERILE WATER TO STERILE CUP 

4.) ADD SPIN BAR AND COVER 

5.) SPIN UNTIL COMPLETELY DISSOLVED 

6.) QS TO FINAL VOLUME 

I 7.) DRAW 30ML OF ABOVE SOLUTION INTO (3) SEPARATE 35ML LURE LOCK SYRINGES VIA 18 GAUGE NEEDLE 
THEN CAP SYRINGES 

8.) OUTSIDE CLASS-10 HOOD TRANSFER 5ML OF SOLUTION FROM EACH SYRINGE INTO SEPERATE 10ML 
CLEAR VIALS 

9.) THE ABOVE 3 VIALS ARE TO BE TREATED AS CONTROLS 

10.) USING PROPER ASEPTIC TECHNIQUE TRANSFER THE 3 SYRINGES AND ALL OTHER NECESSARY 
MATERIALS CONTAINING 25ML OF 3% SOYBEAN SOLUTION INTO THE CLASS 10 MICRO ENVIRONMENT 

1 1 .) APPLY A 0.22M DISK FILTER OF EACH SYRINGE AND FILTER 5ML OF THE 3% TSB SOLUTION INTO EACH 
OF THE (5) x 10ML CLEAR VIALS.. .REPEAT PROCESS FOR EACH SYRINGE. 

12.) CAP, CRUMP, AND LABEL EACH VIAL 

13.) INCUBATE VIALS FOR 14 DAYS AT 25-35C AND CHECK FOR TURBIDITY AT 14 DAYS. 

AGAR TOUCH PLATES 


1) USE (1) FINGER TOUCH PLATE ON DOMINANT HAND PRIOR TO STARTING PROCESS (PRIOR TO CLEANING 
GLOVES WITH 70% IPA) 

# JSE (2ND) AFTER MEDIA FILL PROCESS IS COMPLETE 

JSE (3RD & 4TH) AS (+ & -) CONTROLS BY SEALING ONE UNOPENED AND TOUCHING ONE WITH UN- 
GLOVED HAND OUTSIDE HOOD AFTER MEDIA-FILL PROCESS IS COMPLETED. 

4) ALL 4 MUST BE LABELLED AND GIVEN TO "ENVIRO-CONTROL TECH" FOR INCUBATION AND MONITORING. 
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